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Study Type Efficacy 
Pertaining to  Bordetella bronchiseptica 
Study Purpose To demonstrate efficacy against Bordetella bronchiseptica 
Product Administration  One dose administered by the oral route 
Study Animals  7- to 8-week-old dogs; 20 vaccinates, 20 controls 
Challenge Description  Dogs were challenged with B. bronchiseptica 21 days post 

vaccination. 
Interval observed after 
challenge 

Clinical signs were observed daily for 28 days post challenge. 

Results Primary outcome variable was coughing.  An affected dog was 
defined as having spontaneous coughing or spontaneous 
coughing with retching on 2 or more consecutive days.   
 

Treatment Group 
# of 

Animals 
# of Animals 

Affected 
Vaccinates 20 12 
Controls 20 20 

 
 
Raw data shown on attached pages. 

USDA Approval Date February 16, 2016 
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Clinical Observations Post Challenge 
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Clinical Observations Post Challenge – continued 
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Clinical Observations Post Challenge – continued 
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Study Type Safety 
Pertaining to  ALL 
Study Purpose To demonstrate safety under field conditions 
Product Administration  One dose administered by oral route 
Study Animals  330 dogs represented four different geographic locations; 110 dogs 

were 7-8 weeks of age, which is the recommended minimum age, 
220 dogs ranged in age from 8 weeks to 17 years. 

Challenge Description  NA 
Interval observed after 
vaccination 

Dogs were observed immediately after vaccination for adverse 
events. Client-owned dogs were monitored by the owners for 14 
days (± 3 days) following vaccination after which the dogs 
received a final physical exam.  Purpose-bred dogs were observed 
daily for adverse events for 14 days following vaccination and 
buccal cavities were observed on days 3, 7, and 14 post 
vaccination.  

Results There were no immediate post vaccination reactions related to the 
administration of the product. 
 
Summary of adverse events 
 
No adverse event observed 314 dogs 
Adverse event observed 16 dogs/17 events 

Deemed unrelated to product 10 events 
Cause unknown 7 events 

 
 
Raw data: see attached.   
 

USDA Approval Date July 6, 2016 
 
  

165A                   1081.02 Page 6 of 7



Adverse Events Following Vaccination 
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